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Medtronic Australasia Pty Ltd
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Australia

Tel: +61 2 9857 9000
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With every beat,

expect more.

Medtronic Cardiac Surgery is
committed to advancing and
delivering optimal cardiac surgical
and extracorporeal care.
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Your mission IS our mission:
A shared passion for advancing ECLS therapy

* MC3 Cardiopulmonary was focused on serving the
global community by creating medical devices designed
to address acute and chronic unmet cardiopulmonary
clinical needs.

* Our collaboration and acquisition of MC3
Cardiopulmonary is centered on the development of
next-generation technology specifically designed to
support extracorporeal life support (ECLS).
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Cardiopulmonary

excellence in training and education




Corporate contact info | nt rO d u Ci n g t h e

Medtronic cardiac
surgery: our vision

® ™
Introducing VitalFlow™
ECMO system
sl

Performance data:
Nautilus™ oxygenator

VF centrifugal pump
Indicated for ECMO
Instructions for use

FDA clearance

Resources

Product ordering
information




Easier, smarter ECMO'

A configurable one-system ECMO solution

Corporate contact info Designed for simplicity and performance,

the VitalFlow ECMO system can be configured
to accommodate your clinical preferences and
hospital protocols.” Streamline and simplify your
Introducing VitalFlow™ program with the VitalFlow system — reset your
ECMO system expectations for ECMO care.
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T Medtronic usability data and design
verification on file. Compared to Nautilus™
Smart technology.

1. Medtronic design verification data on
file. Data may not be indicative of clinical
performance.
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VitalFlow Console

T VitalFlow ECMO cart is manufactured by Pryor < | | |

Products and distributed by Medtronic.




What makes up the
VitalFlow™ system?

Corporate contact info The VitalFlow set is a complete disposable pack, which
. . includes the VitalFlow centrifugal pump, Nautilus™ VF

Medtronic cardiac ) ) s

surgery: our vision oxygenator, and VitalFlow set with Balance™ biosurface.

Introducing VitalFlow’

ECMO system
VitalFlow set with

Performance data: Balance biosurface
Nautilus™ oxygenator
VF centrifugal pump
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indicated in Australia and New Zealand for up to 14 days.
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Nautilus™ VF oxygenator

Engineered for ECMO

Bench data™ conclusions:

* 6 of 6 Nautilus devices ran full 14 days

* 3 of 6 Maquet™ Quadrox™ devices
clotted off after 4 days

* 2 of 2 Eurosets™ M.G. PMP Sterile oxygenators
clotted within 24 hours and could not be
evaluated for long-term performance.

Nautilus device results:

Carbon dioxide transfer rates

(0,/CO,)

Quadrox-iD Adult with
BIOLINE Coating™

N = 6 Nautilus with Balance™
biosurface vs. N = 6 reference

Reference device

Sample size

14 days (336 hrs)

Bovine blood

Duration

Test fluid
Recirculating fluid Bovine plasma
Blood flow rates 7 L/min

Gas to blood flow ratio | 1:1

Blood temperature 37°C+2°C

T Medtronic Study File SF2017-308 and SF2017-309.
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Data may not be indicative of clinical performance. These tests are meant to be descriptive in nature and not powered

for significant differences.
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VitalFlow™ centrifugal pump
Tested and indicated for use in ECMO*

Durability

testing’

Purpose of study: To evaluate
durability within an ECMO circuit
for up to 14 days

6 circuits using blood analog
solution, run at ~3,800 RPM, pump
inlet pressure =165 mmHg, flows
> 7 LPM, vertical position run for
44 days

All devices inspected with no
signs of failure or damage found.
Devices showed full coating
coverage following testing. All
bearing temperatures remained
cooler than circuit temperatures.

High-flow
blood testing?

Compare rate of haemolysis, white
blood cell retention, and platelet
retention between VF pump

and predicate device (Maquet
Rotaflow™)

6 circuits, 1.4 L blood, flow rate

7 LPM, inlet pressure -65 mmHg,
temp 37 °C, samples taken 30, 60,
90, 180, 270, 360 minutes

Comparable rates of haemolysis,
platelet retention, and white blood
cell retention

PFHb,, (Round 1)
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Excerpt. Refer to study for full results.

T indicated for use in Australia and New Zealand up to 14 days.

Test length is designed to ensure confidence in the indicated use duration.

1. Design Verification Report, AP40 Long-term Durability; SFR2019-111.

2. Design Verification Report, AP40 High Flow Blood Trauma; SFR2019-185.

3. MC3 AP40 Pump In Vivo Evaluation Report, SFR2018-216-002.

4. The Affinity CP Centrifugal Blood Pump in the ELSO Registry, January 2018-January 2024.

In vivo
testing?

Studied via 13 sheep to assess the
performance and safety of the VF
oxygenator and VF pump over a
4-day period

Group 1: Low Flow < 2 LPM with
VF Oxy

Group 2: Low Flow < 2 LPM
with Quadrox™

Group 3: High low

3.5-7 LPM with VF Oxy

Thrombosis, haemodynamics, gas
exchange, haemolysis, mechanical
failure, and haemodilution were
measured after 4 days.

VF pump passed and met all
acceptance criteria

Real-world
evidence*

ELSO-generated report comparing
pumps during adult ECMO use
from January 2018-2024

Over 1,800 runs on Medtronic
pump analyzed

Numerically fewer occurrences of
moderate/severe haemolysis
(1.1% pump vs. 4.7% others)
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The importance of ECMO indication

Not all systems in the market today are indicated for ECMO

With the introduction of the VitalFlow system, Medtronic is now a complete
tip-to-tip ECMO solution provider, with cannula (single and dual lumen),
oxygenators, and a pump system — all indicated for ECMO.

Il The VitalFlow console controls
the speed of the VitalFlow
centrifugal blood pump during
extracorporeal cardiopulmonary
life support for adult patients with
acute respiratory failure or acute
cardiopulmonary failure...

Excerpt from VitalFlow console IFU.

Consult full IFU for more detail.
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Instructions
for use (IFU)

VitalFlow™ Set

VitalFlow™ Console

VitalFlow™ Pump

Nautilus VF Oxygenator

Product specifications

All product specifications, warnings, and cautions are included in the IFU.

VitalFlow console product disposal

Keep electrical and electronic devices separate from unsorted domestic waste
per Directive 2002/96/EC. Decontaminate all parts per institution protocol prior to
disposal. Contact authorized service personnel for further disposal information.

Refer to the IFU for further details and storage information.


https://www.medtronic.com/content/dam/emanuals/cardio/M057229CDOC2_B_view.pdf
https://www.medtronic.com/content/dam/emanuals/cardio/001464_A_view.pdf
https://www.medtronic.com/content/dam/emanuals/cardio/M058084CDOC1_B_view.pdf
https://www.medtronic.com/content/dam/emanuals/cardio/M058083CDOC1_B_view.pdf

Corporate contact info

Medtronic cardiac
surgery: our vision

Introducing VitalFlow™
ECMO system

Performance data:
Nautilus™ oxygenator
VF centrifugal pump

Indicated for ECMO

Instructions for use

FDA clearance

Resources

Product ordering
information

Resources

Product brochure

Medtronic

Easier, smarter



https://www.medtronic.com/content/dam/medtronic-wide/public/united-states/products/cardiac-vascular/cardiovascular/extracorporeal-membrane-oxygenation/vitalflow-ecmo-full-system-product-brochure.pdf

Product ordering
information

Product ordering information

ltem
Number
58100 10850007732247 | Console includes: Intra-hospital transport certified,’

58150 flow and bubble Weight: 8.86 kg
sensor 58131 AC power

Corporate contact info

GTIN Description

Medtronic cardiac
surgery: our vision

cord
Introducing VitalFlow™ 58150 10850007732278 | Flow and bubble sensor | 3/8" x 3/32", 2 m length
ECMO system
58131 10850007732285 | AC power cord 3 mlength
Performance data:
NaUtI|US. oxygenator 58103 10850007732261 | Emergency handcrank Includes optional pole mount holder :
VF centrifugal pump Weight: 3.08 kg ‘ﬁ"\.—
Indicated for ECMO 58102 10850007732254 | Motordrive and holder DC external drive motor N
Includes optional pole mount holder \,Q
Instructi f 58130 10850007732322 | Nautilus™ VF oxygenator | Compatible with Nautilus VF oxygenator, = ;
nstructions for use cable 2.4 m length O
FDA clearance ECM- 00761887004627 | VitalFlow ECMO cart' Configurable cart
9688-1 i l:
Resources tn
58120 10850007732353 | VitalFlow caddy Configurable for disposables
Product ordering Weight: 4.3 kg
information
48160 10854916006963 | Nautilus oxygenator Optional pole mount i
holder ’ Ka
58112E 10850007732339 | VitalFlow Set with Complete disposable set with prime bag,
Balance™ biosurface table tray, tubing, Nautilus VF ECMO N7
oxygenator, and VitalFlow centrifugal pump L
DEHP Free blood contacting materials* €
T VitalFlow ECMO cart is manufactured by Pryor Products and distributed by Medtronic. /\

f Prime bag contains phthalates.
1.1SO 60601-1 data on file. I
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Together, we

impact the lives of
people around the
Welgle

Medtronic Cardiac Surgery
technology impacts
the lives of more than
1.1 million people a year.

That's one patient every
29 seconds.
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Potential complications related to the use of ECMO devices include, but are not limited to, heart, vessel, or lung damage, hypoxia, anaemia, irritation, toxic
reaction, infection, haemorrhage, liver or kidney failure, stroke, and death. The benefits of extracorporeal support must be weighed against the risk of
systemic anticoagulation and must be assessed by the prescribing physician.

Important safety information:
For a listing of indications, contraindications, precautions, warnings, and potential adverse events, please refer to the instructions for use.

Caution:
For a listing of indications, contraindications, precautions, warnings, and potential adverse events, please refer to the instructions for use.

Warning:
Only clinicians thoroughly trained in extracorporeal life support procedures should use this device.

Balance™ is a trademark of Medtronic. Technology licensed under agreement from Biolnteractions, Limited, United Kingdom.

Medtronic

Medtronic Australasia Pty Ltd Medtronic New Zealand Ltd

Level 8, 11 Khartoum Road Level 3 - Building 5, Central Park Corporate Centre
Macquarie Park, NSW 2113, Australia 666 Great South Road

Tel: +61 2 9857 9000 Penrose, Auckland 1051, New Zealand

Fax: +61 2 9889 5167 Tel: +64 9 967 4613

Toll Free: 1800 668 670 Fax: +64 9 918 3742

Toll Free: 0800 377 807

©2025 Medtronic. All rights reserved.
medtronic.com.au 19655930 | AU-CV-2500427
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